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Assistant Commissioner for Patents 
P.O. Box 2327 
Arlington, VA 22202 

Sir: 



We, Klaus Unsicker, a resident of Heidelberg, Germany, Jens Pohl, a resident of Hansbrilcken, 
Germany, Michael Paulista, a resident of Leimen, Germany, and Rolf Bechtold, a resident of 
Heidelberg, Germany, declare that: 



1 . We are co-inventors of the above-referenced U. S. Patent Application. 



2. 



We have read U. S. Patent Application No. 09/527,275 and the Office Action mailed 
from the United States Patent and Trademark Office September 14, 2001 and May 31, 
2002. 



09/114,^53 




3. We hereby state that the invention described and claimed in U.S. Patent Application No. 
09/527,275 was completed in Germany, a World Trade Organization (WTO) member 
country, before June 5, 1997, the effective pubUcation date of Louis, "Methods For 
Treating Photoreceptors Using Glial Cell Line-Derived Neurotrophic Factor (GDNF) 
Protein Product," WO 97/19694. 

4. Completion is evidenced by the enclosed Exhibits A-C, which represent copies of 
laboratory notebook pages 269-280, 281 and 282-287, which demonstrate the following: 

Exhibit A Pages 269-280 show that the combination of TGFpl and GDNF was 



Exhibit B Page 281 shows that the combination of TGFpl and GDNF was tested in a 



tested in a survival assay of ciliar ganglion neurons (CG- Assay). This 
assay demonstrated the synergism of TGF-p with GDNF, which is also 
presented as Figure 6 in the present application. 



survival assay of paravertebral sympathetic neurons (Bio-Assay/SG- 
Assay). The combination of TGF-p and GDNF demonstrated a synergistic 
neurotropic effect on paravertebral sympathetic neurons. 



Exhibit C 



Pages 282-287 show that the combination of TGFpl and GDNF was 
tested in a survival assay of sensoric spinal ganglion neurons (DRG- 
Assay). This assay demonstrated that the TGF-p and GDNF cytokine 
combination provided a synergistic neurotropic effect on dorsal root 
ganglion neurons. 



5. 



In accordance with United States Patent and Trademark Office procedures, the dates 
recorded on these laboratory notebook pages have been redacted. 
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6. We further declare that all statements made herein ofour own knowledge are true and that 
all statements made on information or behef are beheved to be true; and further that these 
statements are made with the knowledge that willful false statements and the like so made 
are punishable by fine or imprisonment, or both, under § 1001 of Title 18 of the United 
States Code, and that such willful false statements, if made, may jeopardize the vaUdity of 
the application or any patent issuing thereon. 




Michael Paulista Date 
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